
51I0(k) 'remark et Not i fiat ion tmE SC IT60A D)i agnostic 11Irjiso u n System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR, Pail 807. Subpart E, Section 807.92.

1. Submitter's Information: 21 CFI4 807.92(a)(1)

SAMSUNGMEDISON CO., LTD.
42. T'eheran-ro lOS-gil. Gang~namn-gu.
Seoul, Korea

Contact Person:
Kycong-Mi. Park
Regulatory Affairs Manager

Telephone: 82.2.2 194.1373
Facsimile: 82.2.554.7567

Data Prepared: May 24, 2Q13

2. Name of the device: 4LG o ,
Common/Usual Name:

Diagnostic Ultrasound System and Accessories

Proprietary Name:

UCED PT6OA Diagnostic Ultrasound System

Classification Names: FR Number Product Code

Ultrasonic Pulsed Doppler Imag-ing System 892.1550 IYN
Ultrasound Pulsed Echo imaging- System 892.1560 ]YO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identitication of the predicate or legally marketed device:

- UGEO H-60 Dianostic Ultrasound Sy sten( K 122583)
- My Sono U 6 Diagnostic UlItrasouind Systcmt K 11338 1)
- SonoSite Mvaxx Series: M turbo (K 10 1757)
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510(ktt I 'reaaarket Not tic at jon, tCFE) t1T60A Diagnostic Ultrasound System

4. Device Description:

The UGEO PT60A is a general purpose, hand-held, sofirware controlled, diagnostic ultrasound system.
Its fuction is to acquire ultrasound data and to display thle data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging, PWSpectral Doppler mode, Harmonic itagingor as a combination of
these modes. The UGEO PT60A also gives the operator thle ability to measure anatomical structutres and
offers analysis packages that provide information that is used to make a diagnosis by competent health
care professionals. The UCEO PT60A has real timne acoustic output display with two basic indices, a
mechanical index and a thermal index, which are both autotnatically displayed.

5. Intended Uses:

The UGEO PTF60A Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound imagitng and Iluid analy sis of the hutnan body.

The clinical applications inclutde: etal. Abdom intal, Small Organls, A dul t Ceph alic, MuIsclar-Skeletal
(Conventional, Superficial), Cardiac Adult, Cardiac Pediatric and Peripheral vessel.

6. Technological Characteristics:

The UOEO PT6OAis substantially equivalent with respect to safety, effectiveness, and functionality to
the UGEO H60 Diagnostic Ultrasound System (K 122583) and MySono U6 Diagnostic Ultrasound
System (KI 13381).
It is substantially equtivalent with respect to safety, effectiveness, and functionality to the Advanced
Needle Visualization of SonoSite Maxx Series; M Turbo (K101757) in regards to the device with
Needle Mate.
All systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system allow for
specialized measurements of structures and flow, and calculations.
These are described in detail in the technological characteristics comparison table as below.

510(k) Summary / Statement Certfication XFlACH-EMHNTI



510O(k) l'remarket Noti fication (JGFO PI'60A Diagnostic Ultrasound Svsteni

<Technological Characteristics Comparison Table>
The ubject dcvice The predicate devices

Feature / Characteristics UJGEO PT60A UGEO H-60 Mx Ses(K253)1 7
Indication for Use

F~etal 441
Abdominail44
Pediatric44

i Small Organ N(4 --.

Neonatal Cephialic -. . ~ -__

Adult Cephali4 ___ _________________ _ __ 4
i Trans-rectal %14

Trans 'va~i N
MUSCUlo-skeletal (Conventional)444

I Museum -skeletal (Superiil __~.__~
Cardiac Adult4i 4
Cardiac Pediatric4-- --- ___ ___ __ ___

PeripheraL vssel ______44___4 __

Scanhead Types
Linear Array 4V
C urved Linear Array ----------
Lodocais tv V
P hased Array v~-
Static ProbesV

Scanheid Frequency
1.0- 0: NiMIz V
Modes of Operation

13-mode 4V4
-M-mode __4 __44 . -

Plewae(PW) Doppler
-Continuous wave (CW) Doppler ___ __-. ~ 4 -

-Color Doppler 44 I- __

-Power Ampitude Doppler 44 .
Tissue Hannonic Imaging 4- -__ ------------

Combined modes4
Safety & FMC Compliance

I a6060 I VI
(Ut 60601-1
(SA C922.2 No.60 1.1
I LC60601-2-37 ... ......
ll1'C 60601-1-2444

Acotistic Otitput Display Standard
Track 3 _________ _

Patient Contact Materials
Tested to ISO 10993-I .1.____ 1 __

F-unctionality
Quick Scan (Q Scan) N1 __

-spatial Compound Imaging-~- .

SMDR (Dynamic MR Plus) . . . .. - --- -

SI ((k) Sumn mars' Itatemlent CeOt i ficat ion ATI'AC II F.M FNI



510(k) Premarket Notification UGEO PT60A Diagnostic Ultrasound System

The subject dev~ce Thrdcte devices-
Feature /Characteristics UGEO PT60A UE 6 77 Myno U6 - Maxxers

___________(K122583) 1 11 l38t _Jill 757)__i
:A utolIMT V . _________ __

Needle M ate ----------- ------
I) Advanced Needle Vialization

7. A brief discussion of the bench and non-clinical tests conducted on the subject device
The device has been evaluated for acoustic output. biocomnpatibility effectiveness as well. as thermal,
electrical, electromagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards.

The UGEO PT60A and its application comply with voluntary standards as below:
-UL 60601-1, Safety requirements for Medical Equipment
-CSA C22.2 No. 60 1. 1, Safety requirements for Medical Equipment
- EC60601-2-37, Diagnostic Ultrasound Safety Standards
-EN/IEC60601 -],Safety requirements for Medical Equipment
-EN/IEC60601-l-2,EMC requirements for Medical Equipment
-NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
-NEMA UD-3. Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

*on Diagnostic Ultrasound Equipment
-ISO 10993-I. Biocompatibility

IS 1S1497 1, Application of risk management to medical devices

Summary of Clinical Tests:
Not applicable. The subject of this submission. UGEO PT6OA, did not require clinical studies to support
substantial equivalence.

8. Conclusion
Intended uses and other key features are consistent with traditional clinical practices and FDA guidelines.
The design. development and quality process of the mianuflacturer confirms with 21 CFR 820 and ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore. SAMSUNG N'EDISON CO.. LTD. considers the UGEO PT6OAto be as safe, as effective, and
performianceis substantially equivalent to thepredicate devices.

END of 510(K) Summary
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Ding Administration
10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring, MD 20993-0002

August 20, 2013
SAMSUNG MEDISON CO., LTD
C/O MARK JOB
RESPONSIBLE THI1RD PARTY OFFICIAL
REGULATORY TECHTNOLOGY SERVICES LLC
1394 25TH STREET NW
BUFFALO MN 55313

Re: K132228
Trade/Device Name: UGEG PT6OA Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, [TX
Dated: August 12, 2013
Received: August 13, 2013

Dear Mr. Job:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CORHl does not evaluate informnation related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the UCEO PT6OA Diagnostic Ultrasound System, as described in your premarket
notificat ion:

Transducer Model Number

C2-8 LN5-12 PN2-4
C2-5 L56-l5

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),-
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2-Mr. Job

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
lhttp://%ww.fdai.Lov/Medictl Devices/ResokurcesforYOLu/lfldutriv/defatllt.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CI'X Part 803), please go to
hitp~ib'www .1-cl.ov /Mcdical Devices/Saf'ct\v/ReportaP-obleiii/'detfailt.httfl for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address
llt7/N;~d~zvieia~vcsRsoics~-OIiditvdfll~im

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health~
Center for Devices and Radiological Health

Enclosure



5 10(k) Premarket Notification UGEO PT60A Diagnostic Ultrasound System

SECTION 1.3
INDICATIONS FOR USE

510(k) Number (if known): Ki132228

Device Name: UGEO PT60A Diagnostic Ultrasound System

Indications for Use:

The UGEO PT6OA Diagnostic Ultrasound System and transducers are intended for diagnostic ultrasound imaging
and fluid analysis of the human body.
The clinical applications include: Fetal, Abdominal, Small Organ, Adult Cephalic, Muscular-Skeletal
(Conventional, Superficial), Cardiac Adult. Cardiac Pediatric and Peripheral vessel.

Prescription Use AND/OR_ Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Indications for Use Section 1.3. page I of 7



5 10(k) Premairket Notification UGEO PT60A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND~ INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: UGEO PT60A Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinical Application ___ Mode off) Prman (-includes simultaneous B-mode)
General Specific B M PWD CWD Colo Cmbined Other

(Track I only) (Tacke &Il Dopplr (Spec.

Ophthalmic Ophthalmic

Fetal (See Note 3) N N N N Not Notes 2, 7
Abdominal (See Note 8) N N N N Not Notes 2, 7

Ina-operative (See Note 6)

Intrai-operalive (Neuro. _______ _____________

Fetal Imaging Laparoscopic _____________

& Other Pediatric _____________

Small Organ (See Vote 5) N N N N Not Nole 2, 5, 6, 9

Neonatal Cephalic _____ _______ _____________

Adult Cephalic N N N N Not Note 7

Trans-rectal
Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Mtssculo-skel. (Cornvent.) IN IN IN N Not Note 2, 5,6, 9

Musculo-skel. (Superfic.) N N N N Not Note 2, 5,6, 9

Intra-lumninal

Other s5pec.)

Cardiac Adult N N N N NoeINote 7
Cardiac Cardiac Pediatric N N N N Note Nt 7

T rans-esophageal (Cardiac)

Other (Spec.) _______

Peripheral Periphea Pvessel N Not Note 2, 5 6, 9
Vessel Other (spe. )s_____________________

N= new indication; P= previously cleared by FDA; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B4-M, 134PW, B+-C, 84-PD, B+C+PW, B+PD+PW
Note 2: Includes imaging for guidance of biopsy
Note 3: Obstetrics and Includes infertility monitoring of follicle development
Note 4: Color M-m~node
Note 5: For example: thyroid. parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmionic Imaging (THI)
Note 8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 2



5 10(k) Premarket Notification UGEO PT6OA Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-5 for use with UGEO PT6GA
Intended Use: Diagnostic ultrasound ima ling or fluid flow analysis of the human body as follows:

Clinical Application Mode ofO )eration ('includes simultaneous B-mode)
General Specific B M PWD CWD Cor Coned' Other

(Track I only) (Tracks I & Ill) Doplr ___________ (Spec.

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P ?_____ Note I Notes 2, 7
Abdominal (See ,Vote 8) P P P P Note I Notes 2, 7
Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging La~aroscopic
& Other Pediatric

Small Organ (See Note 5) _______

Neonatal Cephalic ______

Adult Cephalic ______

Trans-rectal

Trans-vaginal

Trans-urethral

lrans-esopk (non-Cardiac)

Musculo-skel. (Convent.)
Musculo-skel. (Superi

Intra-luntinal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)*

Peripheral Periphenal vessel
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K 113381: E- added under Appendix E3
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I B-4M. Ii-P 84-C, IiPD B+C*PW, B+PiP
Note2: Includes imaging for guidance of bis
Note 3: Obstetrics and Includes snfenlity monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotumn and penis in adult, pediatric and neonatail patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonc Imaging (THI)
Note 8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurrence of CDRHK Office of In Vitro Diagnstsic Devices (ID
Prescription Use (Per 21 CER 801.109)

Indications for Use Section 1.3, page 3



5 10(k) Premarket Notification UGEO PTr6OA LDiagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: C2-8 for use with UGEO PT60A
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (-includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (TracksI&II Doppler- (Spec ) (Spec )

Ophthalmic IOphthalmic

Fetal (See Note 3) P P P P Note I Notes 2, 7
Abdominal P P P P Note I Notes 2, 7

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

trans-rectal

Irans-vaginal

Trans-urethral

rrans-csoph, (non-Cardiac)
Musculo-skel. (Convent.)

Museulo-skel (Superfie.) ___________

Intra-luminat
Other (spec.)

Cardiac Adult ___________

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N~= new indication: P= previously cleared by FDA K 11338 1: E- added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B-4PW, BeC, B+PD, B+C+PW B+PD+PW
Note 2: Includes imaging for guidance of biopsy
Note 3: Obstetrics and Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripiheral vessel
Note 7: Tissue Harmonic Imaging (THU)
Note 8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurr-ence of CDRH, Office of In Vitro Diagnostic Devices (OIVI)
Prescription Use (Per 2 1 CFR 801.109)

Indications for Use Section 1.3, page 4



5 10(k) Premarket Notification UGEO PT6OA Diagnsostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: LN5-12 for use with UGEO PT60A
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (includes simultaneous B-mode)
General Specific B MI PWD CWt) Color Combined' Other

(Track I only) (TosI&Il Doppler- (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Vote .3)
Abdominal

Intra-operatfive (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5) P P P P Note I Notes 2,5,6,9
Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P, Note I Notes 2,5,6,9

Mlusculo-skel. (Superfic I P P P P Note I Notes 2.5.6,9

Intra-luminal

Other (Spec,)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vesselp P P P Note I Notes 2,5,69
Vessel Other (spec.) 7 11

N=new indication; P= previously clearred by FDA K 11338 1; E= added under Appendix B
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M. B+PW, B-C. B+PO. B+C+PW, B-4PD4-PW
Note 2: Includes imaging for guidance of biopsy
Note 3: Obstetrics and Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THt)
NoteS8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurrence of CDRH. Office of in Vttro Dtagnostic Devtces (OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3. page 5



5 10(k) Premarket Notification UGEO PT60A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: LS6-l5 for use with UGEO PT6OA
Intended Use: Diagnostic ultrasound inia ing or fluid flow analysis of the human body as follows:

Clinical Application Mode oft) eralion ('includes simultasneous B-mode)
General Specific B3 M PWD CWD Color Combined' Other

(Track I only) (TracksI&Il Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic _______

Adult Cephalic
Trans-rectal

T rans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel (Convent.) N N N N Note I Note 9
Musculo-skel. (Superfic.) N N N N Note I Note 9
Intra-luminal

Other (spec I

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec I

Peripheral Peripheral vessel N N N ______ N Note I Note 9
Vessel Oher (spec)

N=new indication: P= previously cleared by FDA: Fadded under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B4M, B*PW, B+C, B+PD, B+C+PW, B4-PD+PW
Notc 2: Includcs imaging for guidance ofbiopsy
Note 3: Obstetrics and Includes infertility monitoring of follicle development
Note 4: Color M-rnodec
NoteS5: For example: thyroid, parathyroid, breast, Scrotum and penis in adult, Pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmionic Imaging (THI)
Note 8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurrence of CDRA, Office of In Vitro Diagnostic Devices (OIV D)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 6



5 10(k) Premarket Notifi cation UGEO PT60A Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: PN2-4 for uIse with UGEO PT6OA
Intended Use: Diagnostic ultrasound ima ling or-fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ('includes simultaneous B-mode)

General Specific B M PWD CWD Color Combined- Other

(Track I only) (Tracks I & Ill) Doppler- (Spec. (Spec.)

Ophthli Ophthalmic

Fetal (See Note 3)
Abdominal N N N N Note I Note 7

Intra-oiperative (See Note 6)
Intrat-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic N N N N Note I Note 7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel (Convent I

Musculo-skel (Superfic.)

IntIra-lu in in

Other (spec.)

Cardiac Adult N N N N Note I Note 7
Cardiac Cardiac Pediatric N N N N Note I Note 7

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N- new indication; P= previously cleared by FDA; E-= added under Appendlix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: R+M, B+PW B+C, B+PD. B+C+PW, B+PD+PW
Note 2: Includes imaging for guidance of biopsy
Note 3: Obstetrics and Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid. parathy roid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harnmnc Imaging (THI)
Note 8: Includes Gynecology
Note 9: Spatial Compound Imaging

Concurrence of CDRH. Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 2 1 CFR 801.109)

Indications for Use 510(k): K132228 Section 1.3, page 7 of 7


